U.S. EPA TSCA Update
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Amehded Law

“The Frank R. Lautenberg Chemical Safety for the 21st
Century Act”

o Amended and updated the Toxic Substances Control Act
(TSCA)

o Signed by the President on June 22, 2016
o Effective immediately

Significance
o First major update to TSCA in 40 years (1976)

o Passed with overwhelming bipartisan support in both the
U.S. House and Senate

o Received support from chemical industry and downstream
users of chemicals, NGOs, and other stakeholders
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Amended TSCA: Major Changes

Framework Rules

+  Amended TSCA called for EPA to promulgate four rules
(collectively, the “Framework Rules”) to set up the procedures
EPA will use to implement, and otherwise align, EPA’s chemical
management program with the new requirements and
responsibilities in the law:

o Active/lnactive Inventory Reporting Rule
o Prioritization Rule

o Risk Evaluation Rule

o Fees Rule (no statutory deadline)

Other new requirements related to:
+ Existing Chemicals

New Chemicals

Confidential Business Information
Mercury

Non-animal tests
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mended TSCA
Changes Related to Existing Chemicals

« Mandatory duty on EPA to evaluate existing chemicals — clear and
enforceable deadlines

* Chemical assessment is risk-based; without consideration of costs or
other non-risk factors

« Must consider risks to potentially exposed or susceptible subpopulations
determined to be relevant to the evaluation

« Unreasonable risks identified in risk evaluation must be addressed

« Expanded authority to more quickly require development of chemical
information when needed
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TSCA Milestones:
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Lautenberg

Pubtished final risk
evaluation process rule

Published scopes for the
first 10 chemicals
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prioritization process
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Final active-inactive
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H
H
H
H
H
i
H
H
H
H
H
H
H
H
H
i
H
H
H
H
H

h
h
i
1
i
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Strategic plan to
reduce vertebrate
animal testing

roposed

Systematic review
approach published

Problem formulations
for the first 10
published

Fees rule proposed
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i Final fees rule

published
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TSCA unique
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TSCA Milestones: 2019 and beyond

Existing Ehemicals

Transparency/cpl Proposed .
amendments to CDR ~ Received 2

: Third Anniversary of
i irventory Update Lautenberg

Rule Manufacturer

Requested Risk

Final Asbestos SNUR Evaluations

First inventory with
active/inactive
status

Procedures for
Review of CBI

. Meeting
claims

Methylene chloride
final rute

Initiated prioritization
on 20 high- and 20 low-
priority candidate
chemicals

H
H
H
H
H
H
H
H
H
H
H
H
H
H
H
H
H
H
H
H
H
H
H
H
H

Held first SACC
Meeting (PV 29)

Proposed PBT rule

New Policy on
TSCA CBI Notices
of Deficiency

¥
H
H
H
H
H
H
H
H
H
i

Proposed high and
low priority

designation for 40
chemical;

H
'
i
H
'
i
H
H
'
i
H
'
i
H
'
i
H
H
'
i
H
'
i
H
'

H
H
H
H
H
H
H
H
H
H
H
H
H
H
H

First inventory with
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Deadline for finalizing
20 high-priority and 20
low-priority
designations and
initiating next 20 risk
evaluations

Deadline for finalizing initial 10
risk evaluations

Target date to
issue final TSCA
inventory CBl
review plan
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Going Forward

U.8. Environmental Protection'
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The Agency will use the scientific advice,
information and recommendations from
the SACC, as well as public comments, to
inform the final risk evaluations.

. PV-29
Rggk —  Public Comment period ended July 10, 2019,

Evaluations HBCD and 1,4-Dioxane

=~ Public comment period ended August 28, 2019,

1-Bromopropane
= SALT Mesting September 10-12, 2019
= Public comment period ends October 11, 2013;

6 Risk Evaluations

U S Environmental Protection /Agency
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PA must begin risk evaluations on 20 high
priority chemicals and designate 20
chemicals as low priority by December 22,
2019.

Draft dossiers for substances designated as
high- and low-priority published in the

. ‘g . Federal Register for 90-day public comment
p FE@E’E%EZ&EE@F‘E — | ow-Priority: August 13, 2019 - November 13, 2019
—  High-Priority: August 23, 2019 = November 21, 2019

— Also published Approach Document for Screening
Hazard Information for both Low- and High-Priority
Substances Under TSCA

EPA will issue draft scopes for public
comment prior to issuing the statutorily
required final scopes 6 months after
initiating the risk evaluation.

U.8. Envitonmental Protection Agency
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equested

Risk
Evaluations
(MRRES)

TSCA allows chemical manufacturers to request an
EPA-conducted risk evaluation of a chemical under
40 CFER 702 31

A manufacturer may request that EPA conduct a risk
evaluation for conditions of use of interest to the
manufacturer.

EPA has received requests for two phthalates.

EPA published the requests and possible additional
conditions of use identified by EPA in the Federal
Register, opened public dockets, and is taking
comment until October 3, 2019,

After the comment period closes the Agency has 60

calendar days fo either grant or deny the request.

EPA looks forward to hearing from the public on the
requests themselves as well as the additional
conditions of use EPA proposes for inclusion.

U S Environmental Protection /Agency
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EPA must make an affirmative finding on
new chemicals or significant new uses of
existing chemicals, before those chemicals
can enter the market.

+ Reviews underway at time of enactment
were considered “resubmitted” and review
ew period restarted; additional notices

Chemicals continued to be received.

« Current focus: Continue to improve
processes to meet requirements in law.
= |ssues raised by stakeholders
« Worker protection
+ Reasonably foreseen conditions of use

« How much information can be made
publicly available

U.S. Environmental Protection Agency

Recent improvements to transparency include:

EPA is now publishing all new chemical notices and their attachments in Chemview;

EPA is now publishing information about TSCA CBI claim reviews;

EPA has updated its Chemical Review tool, which describes the number of active cases currently under review by EPA and their
stage of review.
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U.S. Environmental Protection Agency

New Chemicals
Transparency
Efforts

« EPAIis now
publishing
information about
TSCA Confidential
Business Information
(CBI) claim reviews
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TSCA Overview:

Ensuring the Safety of Chemicals
in our Everyday Lives

ERA Chemicat Safaty
of &

OCSPP launched a Twitter account in February 2019 to share the latest news with the public.

Follow us at @EPAChemSafety.
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QUESTIONS

U.S. Environmental Protection 3§
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